NCATS Improving Health Through Smarter Science

CTSA Program Pl Webinar

Wednesday, June 27,2018
2:00c 3:00 ET

P
;‘ National Center
H C N I H for Advancing
%W,,q % Translational Sciences



Agenda

Time Topic Presenter
2:00 Welcome Michael G. Kurilla ar
2:05-2:30  [NCATS and CTSA Program Updates Christopher P. Austin (NCA
2:30-3-00 Center for Leading Innovation and Collaboratid Martin Zandand DeboratOssiy
' ' (CLIC) Updates (CLIC




NCATS Improving Health Through Smarter Science

NCATS and CTSA Program Updates

Michael G. Kurilla



NCATS Direct dirbv219Bpddeat e

A House - Appropriations Subcommittee on Labor/HHS/Educ

A June 14 - passed Bill (https://appropriations.house.qov/files/?CatagorylD=34777)

A Bill Details:
A NIH: $38.3 billion (+ $1.25 billion)
A NCATS: $751,219,000 (+ $8.9 million)
A CAN: $30,000,000 (+ $4.2 million)
A CTSA: $542,771,000 (+ $0)
A Report Details:
AAThe Committee expects NIH to fund CT
provided in FY 2018.0
A ARural Health Outcomesé Tahned Gbemantittht eDei s
an update on the actions within the CTSA program to improve rural health
outcomes and health disparities in tfF

A July ?? - Full Appropriations Committee to vote on Bill

A Originally scheduled for June 26, but postponed until after July 4 recess
A Multiple amendments expected to be proposed by Democrats

A Senate - Appropriations Subcommittee on Labor/HHS/Educ
A June 26 - passed Bill (details not released)

A Senator B | u rpress selease (link):
A NIH: $39.1 billion (+ $2.0 billion)
A CTSA: $560 million (+ 17.3 million)

National Center

o o A June 28 - Full Appropriations Committee to vote on Bill

Translational Sciences



https://appropriations.house.gov/files/?CatagoryID=34777
https://www.blunt.senate.gov/public/index.cfm/2018/6/blunt-led-funding-bill-provides-4th-consecutive-increase-for-life-saving-cost-saving-nih-research

Helping To End Addiction Long-term (HEAL) Initiative

ALaunched by NIH in April, 2018
ALed by Francis Collins (NIH), Walter Koroshetz (NINDS) and Nora Volkow (NIDA)

A Appropriation of $500 million in the FY18 Consolidated Appropriations Act

A$250 million to NIDA
A$250 million to NINDS

AEmphasis on fiall h-aiHeforn g
A Overarching priority areas: i e éé_
1. Treatments for opioid misuse and addiction Compounds a
2. Pain management NIH HEAL Inltlative
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Announcement of Research Plan

Francis$. Collins, MD,

National Insttutes of
Health, Bethesda,
Maryland.

Walter J. Koroshetz,

National Instituteof
Neurological Disorders
andStroke, National
Institutes of Haalth,
Bathesda, Maryland

Nora D. Volkow, MD

National Institute on
Drug Abuse. National
Institutes of Health,
North Bethesda.
Maryland.

Helping to End Addiction Over the Long-term
The Research Plan for the NIH HEAL Initiative

Extraordinary focus by all segments of society is re-
quired torespond to the nation's opioid crisis. Now is the
time to channel the efforts of the scientific community i Components

1o deliver effectiva—and sustainable—solutions to this _1MPraving Treatments for Opioid Misuse and Addiction
formidable public health challenge. Recognizing thisop- e treatments. — [dentify new targets, dovelop new

Table. Research Plan for the NIH HEAL Initiative

for addiction medications fimmunotherapies;
portunity, Congress added $500 million to the baseap- reformulate existing medicines
propriation of the National Institutes of Health (NIH), Improve overdase reversal medicines
starting in fiscal year 2018." The NIH will invest these Develop new therapies for opicid-induced
respiratory depression

much-needed resources to support science that ad- i, ion o Ennance NIDA Clinical Trals Netwark
vances national priorities foraddiction and painresearch®  sffectva e maa
withabold newtrans-NIH nitiative called HelpingtoEnd ~ F2imenisfor  Eqeabish Justice Community Opioid

addiction
Addiction Long-term(HEAL).2 Inthis Viewpoint, we out- Intervention Network
. o . Initiate HEALing Communities Study
line the initial components of this cross-cutting, inter- _

- NOWS Expand ACT NOW pilot study; use resuts.
disciplinary program. to conduct clinical trials to determine best
More than 25 million US adults ar daily practices for clinical care of NOWS.

pain.* More than 2 million indivi inthe Uni =

. . " Better Establish Acute to Chronic Pain Signatures
have an opioid use disorder (OUD), most starting with | ioroanging of — program

opioid analgesics prescribed to them or procured from  chronic pain
diverted medications, but once addicted, often shift-  Newnonaddictive |dentify new targets for pain troatment

° B " % . wreatments ——
ingtoilicit heroin or synthetic opioids.® Thescopeof this P Engineer preclinical testing platforms to
profile potential nonaddict ive treatments

isis i . ific ad
crisis but scientific SUB® pupicprivate  Enhance data and asset sharing
gies that can help the nation overcome . HEAL Partnership :
. ] Validate biomarkers to inform
At the National Rx Drug Abuse and Heroin Summit 950 neuratherapeutic and pain clinical research
in April 2018, leaders from both the public and private i inis L k t0 suppor
treatments and accelerate trials of nonaddictive

sectors affirmed that research is essential to the effort
0 end this public health crisis. It will take “all hands on

deck” tomake this happen, whichis why HEAL seeksto  apsraviations: HEAL, Helping to End Addiction Long-term:
foster innovative partnerships with other government  NIDA. National Institute on Drug Abuse: NIH, National Institutes.

through clinical  pain therapies
paling

agencies, academicinstitutions, industry, of Health: NOWS, neonatal opioid withdrawal syrndrome.
and patientadvocates. Through ayear-long series of en-
with indivi theNIH  counteropioid-induced respiratory depression, and novel
has developed an innovative, action-oriented research ~ medic OUDandpre-
plan for HEAL that s focused on 2 pi Y i - ventand d
ing treatments for opioid misuse and addiction as wellas HEAL port servicesand
enhancing st pain (Table) researchto develop newmodelsof care for OUDwithinthe
Although there are effecti lications for OUD d criminal justi ings that can expand
buprenorphine, acc i improve treatment retention.
percentageofindivi For example, HEAL will test how integrated evidence-
benefit ications. E thosewho i prove OUD outco ug!
have initiated these medications, about half wil themulti ing C ty. This study will

Table. Research Plan for the NIH HEAL Initiative

Opportunities Components
Improving Treatments for Opioid Misuse and Addiction

New treatments Identify new targets, develop new
for addiction medications/immunotherapies;
reformulate existing medicines

Improve overdose reversal medicines

Develop new therapies for opioid-induced
respiratory depression

Optimization of Enhance NIDA Clinical Trials Network

effective for opioid research
treatments for Establish Justice Community Opioid
addiction

Intervention Network
Initiate HEALing Communities Study

NOWS Expand ACT NOW pilot study; use results
to conduct clinical trials to determine best
practices for clinical care of NOWS

Enhancing Pain Management

Better Establish Acute to Chronic Pain Signatures
understanding of  program
chronic pain

New nonaddictive Identify new targets for pain treatment

S Engineer preclinical testing platforms to
profile potential nonaddictive treatments

Public-private

HEAL Partnership . p ;
to speed Validate biomarkers to inform

T T neurotherapeutic and pain clinical research
nonaddictive Establish clinical trials network to support
treatments and accelerate trials of nonaddictive
through clinical pain therapies

pipeline

Abbreviations: HEAL, Helping to End Addiction Long-term;
NIDA, National Institute on Drug Abuse; NIH, National Institutes
of Health; NOWS, neonatal opioid withdrawal syndrome.
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Help to End Addiction Long -term (HEAL) Initiative

A Under the Help to End Addiction Leteym (HEAL) Initiative,
NIDA has been allocated funds to support medications
development to prevent and treat opioid use disorders and
overdose

A NIDA is currently accepting grant applications for up to $3

million dollars per year (or more with prior NIDA approval) for
up to five years under the RFA 128:002

A This RFA is designed to review and fund grant application in a
expedited fashion with a rolling acceptance of applications and National Institute

expedited review by NIDA Council
on Drug Abuse

A The next cutoff date to review the next group of applications
will be July 1st, 2018

The Science of Drug Abuse & Addiction

A More information about the RFA can be found at
https://grants.nih.gov/grants/quide/rfafiles/RFADA19-
002.html

A For any questions please contact Dr. lvan Montoya, M.D. at
Natonal Center iImontoya@mail.nih.gov

for Advancing

Translational Sciences



https://grants.nih.gov/grants/guide/rfa-files/RFA-DA-19-002.html
mailto:imontoya@mail.nih.gov
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Other Resources

Attps://ncats.nih.gov/director

COMMENT

'Translating translation

Christopher P. Austin

The term ‘translation’ has emerged as a dominant concept in biomedical science over the
last decade, but confusion around what the term means, and how it differs from translational
research and translational science, is common. This article aims to help address this issue by

clarifying the distinctions.

As director of the leading US public agency focused
on translational science, the National Center for
Advancing Translational Sciences (NCATS), I speak

quently to diverse audi about and
its relatives, lational research and lational

Several words or phrases in this definition are worth
expanding on further. ‘Process’ reflects that unlike lin-
guistic translation, biomedical translation is not a one-
step event, but multistep and recursive. ‘Observations’

science. Despite the widespread use of these terms,
1 have found widespread variation in their intended

ing, and frequent confusion among scientists,
physicians, patients and policy makers about what
translation is, how it differs from translational research
and translational science, and how each relates to
areas of biomedical research with which they may be
more familiar. With the hope of advancing scientific
and public discourse on translation and its poten-
tial and challenges, I offer here some definitions and
distinctions.

Linguistically, the word ‘translation’ is derived from
the Latin trans and latus, meaning ‘to carry across.
Unlike terms that describe other areas of biomedicine
(for example, ‘cancer’, ‘diabetes’ and ‘musculoskeletal’),
‘translation’ has not only widely used non-medical
meanings, such as the process of rendering one language

Auttps://bit.ly/2sIfBZC

reflects that lation starts with the first-time percep-
tion of ph which must be d d to be
reproducible and robust. ‘Laboratory, clinic and com-
munity’ reflects that (contrary to frequent parlance),
translation need not start with a basic science observa-
tion and move towards the clinic and eventually public
health; in fact, until relatively recently, most successful
translation began with a clinical or public health obser-
vation that led to basic discoveries. Thus translation
is bidirectional. Finally, with regard to ‘interventions,

lation is modality-agnostic; the lational pro-
cess is conceptually similar whether its intended result is
a small-molecule drug, a biologic (such as an antibody,
oligonucleotide or aptamer), a device, a medical or sur-
gical procedure, or a behavioural change (such as diet,
exercise or smoking cessation). Thus ‘translation’ refers
to an overarching c ptual and practical multi
process.



https://bit.ly/2sIfBZC
https://ncats.nih.gov/director

